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IN THE CLAIMS : 

Please amend the claims as follows: 

1. (Currently Amended) A method for determining the likelihood that a human patient 
suspected of SMEI does or does not have SMEI comprising: 

(1) test i ng screening a patient sample for the existence of an alteration in the 
SCN1A gene of the patient, including in a regulatory region of the gene , by 
seguencing the SCN1A gene : 

(2) (a) terminating the process with an inconclus i ve diagnosis if no alteration 
is found , therebv establishing that the patient likely does not have SMEI : 
or 

(b) identifying the alteration; and 

(3) ascertaining whether the alteration, when one is detected, is known to b e 
has previously been detected in a patient clinically diagnosed with SMEI and is 
therefore considered SMEI associated or has previously been detected in a 
patient not diagnosed with SMEI and is therefore considered non-SMEl 
associated or is not known considered to be either; wherein 

(a) a diagnos i s wh i ch wi ll i ndicate the patient is categorized as having 
a high probability of having SMEI is made whoro when the alteration is 
known to bo SMEI associated; 

(b) a diagnosis which w i ll i ndicat e the patient is categorized as having 
a low probability of having SMEI i s made wh o r o when the alteration is 
non-SMEl associated; or 

(c) further analysis is undertaken to establish wh e ther the alterat i on is 
a SMEI associatod or a non SMEI associatod alt o rat i on the likelihood the 
patient suspected of SMEI does or does not have SMEI when the 
detected alteration is not considered to be either SMEI associated or non- 



SMEI associated . 
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wherein the detection of a SMEI associated alteration establishes that a patient 

suspected of SMEI likely does have SMEL 

2. (Currently amended) A method as claimed in claim 1 further comprising establishing 
whether the alteration would result in a major disrupt i on truncating alteration to a 
protein. 

3. (Canceled) A method as c l a i mod i n cla i m 2 whoroin th e alt e rat i on is a truncat i ng 
mutation. 

4. (Currently Amended) A method as claimed in claim 1 wherein the alteration is one of 
the nucleotide changes identified in Table 3 as SMEI associated or non-SMEl 
associated. 

5. (Canceled) A m e thod as claim e d i n c l aim 1 comprising perform i ng on e or mor e 
assays to tost for tho oxistonco of an SCN1A a l teration and to id e ntify th e nature of tho 
alterat i on. 

6. (Canceled) A method as c l a i mod i n claim 5 wher ei n th e perform i ng on o or mor e 
assays comprises: 

(1) performing on e or mor e assays to t o st for th e e xist e nc e of an alt e rat i on in th e 
SCN1A g e n e of tho patient; and if th e r e su l ts indicate the existence of an 
a l t e ration in the SCN1A gene; 

(2) performing on e or mor e assays to i dent i fy th e natur e of th o SCN1 A alt e rat i on. 

7. (Canceled) A method as c l aimed in c l aim 5 wh e re i n ono of the assays is a DNA 
hybrid i sat i on assay. 
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8. (Canceled) A m e thod as c l aimed in cla i m 7 whor oi n an SCN1A gon o prob e , an 
SCN1A e xon sp e cific prob e , or an SCN1A ai l o l e spoc i fio probo i s hybr i d i s e d to genom i c 
DNA i solat e d from said pat ie nt. 

9. (Canceled) A m e thod as cla i med in cla i m 5 whoroin on e of the assays is high 
performanc e liqu i d chromatography. 

10. (Canceled) A m e thod as claimed i n cla i m 5 wh e rein ono of th e assays is an 
ele ctrophoretic assay. 

1 1 . (Canceled) A method as claim e d i n cla i m 5 whoroin a sample DNA to bo tested is 
quant i tat i v e ly amp li f ie d for at least on e e xon of the SCN1A g e ne to produco amp li fied 
fragm e nts and th e length of th e amp l ification products for e ach amp li f i ed exon i s 
compar e d to the length of th e amp li f i cation products obtain e d wh e n a wild typ e SCN1A 
g e n e i s amplifi e d using th e sam e pr i m e rs, wh e r e by d i ff e r e nc e s in l ength b e tw ee n an 
amp l ifi e d samp l e oxon and th e correspond i ng amplifi e d w i ld type oxon r o fioct th e 
occurrenc e of a truncating alt e rat i on in th e samp le SCN1A g e n e . 

12. (Canceled) A m e thod as c l aimed in c l aim 5 wh e r ei n on e of th e assays incorporat e s 
DNA amplificat i on us i ng SCN1A a lle l e sp e c i fic oligonucl e ot i d e s. 

13. (Canceled) A m e thod as cla i med i n c l a i m 5 wh e r ei n on e of the assays i s SSCP 
ana l ysis. 

14. (Canceled) A method as c l a i med in cla i m 5 whoro i n ono of th e assays is RNaso 
prot e ct i on. 

15. (Canceled) A method as c l aim e d in c l aim 5 where i n ono of tho assays i s DGGE. 
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16. (Canceled) A m e thod qg cla i mod i n claim 5 wher ei n ono of tho assays is an 
e nzymat i c assay. 

17. (Canceled) A m e thod as c l aim o d in claim 16 wh e rein said assay i ncorporates tho 
us e of MutS. 

18-19. Withdrawn 

20. (Canceled) A mothod as c l a i med i n c l aim 5 whoroin on e of tho assays is DNA 
s e qu e nc i ng. 

21. (Currently Amended) A method for determining the likelihood that a human patient 
suspected of SMEI does or does not have SMEI, comprising: 

(1) t e sting screening a patient sample for the existence of an alteration in the 
SCN1A gene of the patient, including in a regulatory region of the gene , by 
seguencing the SCN1A gene : 

(2) (a) terminating the process w i th an i nconclusiv e diagnos i s if no alteration 
is found , thereby establishing that the patient likely does not have SMEI : 
or 

(b) identifying the alteration; and 

(3) ascertaining whether the alteration, when one is detected, is as laid out in 
column 3 of Table 3 as SMEI associated or non-SMEl associated, or is not 
known to be either; wherein 

(a) a d i agnosis wh i ch w il l i nd i cat e the patient is categorized as having a 
high probability of having SMEI i s established if a SMEI associated 
alteration as laid out in column 3 of Table 3 is identified, 

(b) a diagnos i s which w i l l i nd i cate the patient is categorized as having a 
low probability of having SMEI is ostab l ishod if a non-SMEl associated 
alteration as laid out in column 3 of Table 3 is identified, or 
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(c) further analysis is undertaken to establish i f th e alt e rat i on is a SMEI 
assoc i atod or non SMEI assoc i at e d alterat i on the likelihood the patient 
suspected of SMEI does or does not have SMEI when the detected 
alteration is not known to be either SMEI associated or non-SMEl 
associated. 

wherein the detection of a SMEI associated alteration establishes that a patient 
suspected of SMEI likely does have SMEI . 

22. - 23. Withdrawn 

24. (Currently amended) A method as claimed in claim 1, wh e r ei n th e li kelihood that the 
alt e ration is a SMEI associated alterat i on i s establ i sh e d through wherein the further 
analysis undertaken to establish the likelihood the patient suspected of SMEI does or 
does not have SMEI when the detected alteration is not known to be either SMEI 
associated or non-SMEl associated comprises: 

(a) considering genetic data for parents or relatives; and 

(b) establishing whether the alteration has arisen de novo or is inherited. 

25. (Currently amended) A method as claimed in claim 2, comprising e stablishing a 
diagnos i s which wi ll ind i cate categorizing the patient as having a low probability of SMEI 
in the case of an inherited mutation^ and indicate a high probability of SMEI in the case 
of a Gfe novo mutation, and a very high probability of SMEI where a de novo mutation 
would result in a major disruption truncating alteration to the protein. 



